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Office Action Summary 




„ The MAIUNG DATE of this commun ication appears on the cover sheet with the correspondence address - 

Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) FROM 
THF MAILING DATE OF THIS COMMUNICATION. 

E^nsJl oftime mVv be avaiiable under.he provisions of 37 CFR 1.136(a). In no even,. i,owever. may a reply be ..mely Hied 

after SIX (6) MONTHS from the mailing date of ,he statutory minimum of thirty (30) days »fill be considered timely. 

earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

!)□ Responsive to communication(s) filed on . 

2a)n This action is FINAL. 2b)IEl This action is non-final. 

3) D Since this application is in condition for allowance except for ^orrjal matters pro|ecufion as to the merits ,s 

closed in accordance with the practice under Exparfe Quayle. 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) 13 Claim(s) li83 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) ii] Claim(s) is/are rejected. 

?)□ Claim(s) is/are objected to. 

8) EI Claim(s) IM are subject to restriction and/or election requirement. 
Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are. a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

IDD The proposed drawing correction filed on is: a)^ approved b)^ disapproved bythe Examiner. 

If approved, conected drawings are required in reply to this Office action. 

12) n The oath or declarafion is objected to by the Examiner. 

Priority under 35 U.S.C. §§ 119 and 120 

1 3) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)nAll b)D Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 
2.n Certified copies of the priority documents have been received in Application No. 

3 □ copies of the certified copies of the priority documents have been received in this National Stage 
aoplication from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

1 4) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e) (to a provisional application) 
a) □ The translation of the foreign language provisional applicafion has been received 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 
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1) 
2) 
3) 



Notice of References Cited (PTO-892) 

Notice of Draftsperson's Patent Drawing Review (PTO-948) 

Information Disclosure Statement(s) (PTO-1449) Paper No(s) 
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5) 
6) 



Interview Summary (PTO-413) Paper No(s). — 
Notice of Informal Patent Application (PTO-152) 
Other: 



' J S. Patent and Trademark Office 
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DETAILED ACTION 



Please Note: In an effort to enhance communication with our customers and red^^^^^ 

roup 162 
dedicated 

number is (703) 308-43 15. A fax cover .^heet is attache^ ^"Tam'lf you have any 
rnnvenience. We encourage your panicipduuii lu i ^ 



an pftnrt to enhance comuiuun^atiwii yy^v^.^ — . . 

• rinn 1627Trunmng a Fax Response Pilot for Written Restriction 

processing time C^oup^^^^^^^^ P ^^^^.^^ ^^^^ responses The 1 

Requirements A dedicated ^ax ma v ^^.^ ^^^^^ ^^^.^^ 



your 



limf the u J=^JsTd»^^^ Fax number to responses to Written Restnarons, 

, ^ Please note that in preparing this Restriction Requirement the examiner noted a problem 
wth claims 51-56. Clarms 51-56 refer to the "method of claim 52"; however, claims 5 . and 52 
should not depend on a later claim or the same claim, respecuvely. As a result, the examiner has 
interpreted claims 5,-56 to read "The method of claim 50» instead of "The method of claim 52." 
,t would assist the fcrther examination of this case on the merits if applicam could correct and/or 
address this problem in the Response to this action. 



2. Please note that in preparing thrs Restriction Requiremem the examiner noted a problem 
with claim 75. Claims 75 refer to a,e sequence "58-56." The examiner has interpreted claims 75 
•to read "48-56" instead. It would assist the tutther examination of this case on the merits if 
applicant could correct and/or address this problem in the Response to this action. 



Election/Restriction 



3. Restriction to one of the following inventions is required under 35 U.S.C. 121 
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I 



II. 



III. 



IV 



V, 



Claims 1-7 (in part), 8-11 drawn to a produo, described as an isolated 
protein or peptide of claim 1 wherein the P-hCG segment is selected 
from the group consisting of . . 41-54, 45-54, 47-53. 41-53, 42-53, 43- 
53, 44-53. 44-57, 45-53, 46-53. 45-54. 45-55, 45-56. 45-58. 47-54, 47- 
58, 48-56 (see claim 7). classified in class 514, subclass 1, class 930, 
subclass 30, 

Claims 1. 2, 4, 5, 7 (in part), 8-1 1 drawn to a product described as an 
isolated protein or peptide of cla.m 1 wherein the p-hCG segment is 
selected from the group consisting of . , 46-65 (see claim 7), classified 
in class 5 14. subclass 2; class 930, subclass 30, 
Claims 1, 2, 4, 5, 7-9 (in part), 10, 1 1 drawn to a produa described as 
an isolated protein o, peptide of claim 1 wherein the p-hCO segment is 
selected from the group consisting of . . 58-145 (see claim 7), 
classified in class 514, subclass 1; class 930, subclass 30, 
Claims 1, 4, 7 (in part), 8-1 1 drawn to a product described as an 
isolated protein or peptide of cla,m 1 wherein the P-hCG segment is 
selected from the group consisting of „ , 7-40 (see claim 7), classified 
in class 514, subclass 2; class 930, subclass 30, 
Claims 1, 12. and 14(a) drawn to a product described as an isolated 
protein or peptide of claim 12 wherein the amino acid sequence of the 
protein or peptide ,s selected from the group consisting of "P-hCG 
amino acids 45-57 (SEQ ID N0:6) linked at the C-terminus via a 





VI. 



VII, 
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peptide bond to the N-terminus of |3-hCG amino acids 109-1 19 (SEQ 
ID N0:7)", classified in class 514, subclass 2; class 930, subclass 30. 
Claims 1, 12, and 14(b) drawn to a product described as an isolated 
protein or peptide of claim 12 wherein the amino acid sequence of the 
protein or peptide is selected from the group consisting of "p-hCG 
amino acids 110-119 (SEQ ID NO:27) linked at the C-terminus via a 
peptide bond to the N-terminus of P-hCG amino acids 45-57 (SEQ ID 
N0:6)", classified in class 514, subclass 2; class 930, subclass 30. 
Claims 1, 12, and 14(c) drawn to a product described as an isolated 
protein or peptide of claim 12 wherein the amino acid sequence of the 
protein or peptide is selected from the group consisting of "P-hCG 
amino acids 47-57 (SEQ ID NO:28) linked at the C-terminus via a 
peptide bond to the N-terminus of P-hCG amino acids 108-1 19 (SEQ 
ID NO:29)", classified in class 514, subclass 2; class 930, subclass 30. 
Claims 1, 12 and 13 drawn to a product described as an isolated 
protein or peptide of claim 12 wherein "the P-hCG amino acid 
sequences joined via a peptide bond to a protein or peptide sequence of 
a protein or peptide different from P-hCG", classified in class 514, 
subclass 2; class 930, subclass 30. 

Claims 15-17, 18 (in part), 19 drawn to a product described as a 
circularized protein or peptide of claim 15 wherein the P-hCG segment 
is selected from the group consisting of . , . 41-54, 45-54, 47-53, 45-57, 



VIII 
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XI. 



XII. 



XIII. 



41-53, 42-53, 43-53, 44-53, 44-57, 45-53, 46-53, 45-54, 45-55, 45-56. 
45-58, 47-54, 47-57, 47-56, 47-58, 48-56 (see claim 18), classified in 
class 514, subclass 2; class 930. subclass 30; class 514 subclass 9. 
Claims 15-17, 18 (in part) drawn to a product described as a 
circularized protein or peptide of claim 15 wherein the p-hCG segment 
is selected from the group consisting of . . . 46-65 (see claim 1 8), 
classified in class 514, subclass 2; class 930, subclass 30; class 514 
subclass 9. 

Claims 15-17, 18 (in part) drawn to a product described as a 
circularized protein or peptide of claim 1 5 wherein the (3-hCG segment 
is selected from the group consisting of... 109-119, 58-145, 109-145 
(see claim 18), classified in class 514, subclass 2; class 930, subclass 
30; class 514 subclass 9. 

Claims 15-17, 18(inpart) drawn to a product described as an isolated 
protein or peptide of claim 1 wherein the P-hCG segment is selected 
from the group consisting of . . . 7-40 (see claim 1 8), classified in class 
514, subclass 2; class 930, subclass 30. 

Claims 15, 20, and 21 drawn to a product described as a circularized 
protein or peptide of claim 20 wherein "the first the portion consists of 
P-hCG amino acid numbers 45-57 (SEQ ID N0:6); . [etc]" (see 
claim 21), classified in class 514, subclass 2; class 930, subclass 30. 





XIV. 



XV. 
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/• ^^ -^1 32 33 drawn to a product described 
Claims 22-28 , 29 (m part), 3 0, 3 1 , :S /, ^ J ara 

as an isolated protein or pept.de of claim 22 wherein at least one 

portion of the sequence consists of amino acid numbers ... 41-54. 45- 

54, 45-55, 45-56. 45-58. 47-54, 47-57, 47-56. 47-58. 48-56 (see cla.m 
29), classified in class 514, subclass 2; class 930. subclass 30. 
Claims 22-27. 29 (m part), 32 drawn to a product described as an 
isolated protein or peptide of cl.m 22 wherein at least one portion of 

:a t.,imhpr*; 46-65 (see claim 29), 
the sequence consists of ammo acid numbers . . 40 o ^ 

classified m class 514, subclass 2; class 930, subclass 30. 
Claims 22-27, 29 (in part), 32 drawn to a product described as an 
isolated protein or peptide of claim 22 «herem a, least one portion of 
the sequence consists of ammo acid numbers 109-1 19, 58-145, 109- 
,45 (see claim 29), classified in class 514, subclass 2; class 930, 
subclass 30. 

Claims 22-24, 26, 29 (in par,), 32 drawn to a product described as an 
isolated protein or peptide of claim 22 wherein a. least one portion of 
the sequence consists of amine acid .umbers . - 7-40 (see claim 29). 
classified in class 514, subclass 2; class 930, subclass 30. 
Clarms 34-38 drawn to a produ« described as a circularized protein or 
peptide, classified in class 514. subclass 2, class 930, subclass 30; 
class 514 subclass 9. 



XVI. 



XVII. 



XVIII 



I 
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XIX. 



XX. 



XXI 



XXII. 



XXIIl. 



Claim 39 (in part) drawn to a product described as an isolated protein 
or peptide wherein at least one portion of the sequence consists of 
amino acid numbers ... 41-54, 45-54, 47-53, 41-53, 42-53, 43-53, 44- 
53, 44-57, 45-53, 46-53, 45-54, 45-55, 45-56, 45-58, 47-54, 47-56, 47- 
58, 48-56 (see claim 39), classified in class 514, subclass 2; class 930, 
subclass 30. 

Claims 39 (in part) drawn to a product described as an isolated protein 
or peptide wherein at least one portion of the sequence consists of 
amino acid numbers ... 46-65 (see claim 39), classified in class 514, 
subclass 2; class 930, subclass 30. 

Claim 39 (in part) drawn to a product described as an isolated protein 
or peptide wherein at least one portion of the sequence consists of 
amino acid numbers ... 58-145 (see claim 39), classified inclass514, 
subclass 2; class 930, subcla'ss 30. 

Claim 39 (in part) drawn to a product described as an isolated protein 
or peptide wherein at least one portion of the sequence consists of 
amino acid numbers ... 7-40 (see claim 39), classified in class 514, 
subclass 2; class 930, subclass 30. 

Claims 40-41 drawn to a composition comprising one or more first 
components of a second composition comprising a sample of native 
hCG or native P-hCG, classified in class 514, subclass 2; class 514, 
subclass 21. 
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XXIV. 



XXV. 



XXVI. 



XXVII. 



XXVIII. 



XXIX. 



Claims 42-49 drawn to a method for producing a composition, 
classified in class 514, subclass 2. 

Claims 50-55, 56 (in part) drawn the method of claim 50 wherein the 
portion of the p-hCG amino acid sequence is selected from the group 
consisting of ... 41-54, 45-54, 47-53, 45-57, 41-53, 42-53, 43-53, 44- 
53, 44-57, 45-53, 46-53, 45-54, 45-55, 45-56, 45-58, 47-54, 47-55, 47- 
56, 47-58, 48-56 (see claim 56), classified in class 514, subclass 2. 
Claims 50-52, 54, 56 (in part) drawn to the method of claim 50 
wherein the portion of the p-hCG amino acid sequence is selected 
from the group consisting of . . . 46-65 (see claim 56), classified in 
class 514, subclass 2. 

Claims 50-52, 54, 56 (in part) drawn to the method of claim 50 
wherein the portion of the p-hCG amino acid sequence is selected 
from the group consisting of . . . 48-145, 58-145 (see claim 56), 
classified in class 514, subclass 2; class 424, subclass 188.1. 
Claims 50, 51, 54, 56 (in part) drawn to the method of claim 50 
wherein the portion of the P-hCG amino acid sequence is selected 
from the group consisting of . . . 7-40 (see claim 56), classified in class 
514, subclass 2; class 424, subclass 188.1. 

Claims 50, 57 and 58(a) drawn to the method of claim 57 wherein the 
amino acid sequence of the protein or peptide is selected from the 
group consisting of "P-hCG amino acids 45-57 (SEQ ID N0:6) linked 
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XXX. 



XXXI, 



XXXII 



at 



the C-terminus via a peptide bond to the N-terminus of p-hCG 



amino 



acids 109-1 19 (SEQ ID N0:7)", classified in class 514, subclass 



2; class 424, subclass 188.1. 

Claims 50 57 and 58(b) drawn to the method of claim 57 wherein the 



amino 



acid sequence of the protein or peptide is selected from the 



group consisting of "P-hCG amino acids 1 10-1 19 (SEQ ID NO:27) 
linked at the C-terminus via a peptide bond to the N-terminus of p- 



hCG amino 



acids 45-57 (SEQ ID N0:6)", classified in class 514. 



subclass 2; class 424, subclass 188.1. 

Claims 50, 57 and 58(c) drawn to the method of claim 57 wherein the 
amino acid sequence of the protein or peptide is selected from the 
group consisting of "P-hCG amino acids 47-57 (SEQ ID NO:28) 
linked at the C-terminus via a peptide bond to the N-terminus of P- 
hCG amino acids 108-119 (SEQ ID NO:29)", classified in class 514, 
subclass 2; class 424, subclass 188,1. 

Claims 59-62, 63 (in part), 64 drawn to the method of claim 59 
wherein the at least one portion of the sequence is selected from the 
group consisting of „. 41-54, 45-54, 47-53, 45-57, 41-53, 42-53, 43- 
53, 44-53, 44-57, 45-53, 46-53, 45-54, 45-55, 45-56, 45-58, 47-54, 47- 
57, 47-56, 47-58, 48-56 (see claim 18), classified in class 514, subclass 
2; class 424, subclass 188.1. 
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XXXIII. 



XXXIV 



XXXV. 



XXXVI 



XXXVII 



XXXVIII, 



Claims 59-62, 63 (in part) drawn to the method of claim 59 wherein 
the at least one portion of the sequence is selected from the group 
consisting of... 46-65 (see claim 18), classified in class 514, subclass 
2; class 424, subclass 188. 1 . 

Claims 59-62, 63 (in part) drawn to the method of claim 59 wherein 
the at least one portion of the sequence is selected from the group 
consisting of ... 109-119, 58-145, 109-145 (see claim 18), classified in 
class 514, subclass 2; class 424, subclass 188.1. 
Claims 59-62, 63 (in part) drawn to the method of claim 59 wherein 
the at least one portion of the sequence is selected from the group 
consisting of ... 7-40 (see claim 18), classified in class X, subclass Y. 
Claims 65, 66 (in part), 67 drawn to the method of claim 65 wherein 
the at least one portion of the sequence is selected from the group 



consisting 



of ... 41-54, 45-54, 47-53, 45-57, 41-53, 42-53, 43-53, 44- 



53^ 44-57, 45-53, 46-53, 45-54, 45-55, 45-56, 45-58, 47-54, 47-57, 47- 
55, 47-56, 47-58, 48-56 (see claim 18), classified in class 514, subclass 
2; class 424, subclass 188.1. 

Claims 65, 66 (in part) drawn to the method of claim 65 wherein the at 



least one portion of the sequence is selected from the group consisting 
of ... 46-65 (see claim 18), classified in class 514, subclass 2. 
Claims 65, 66 (in part) drawn to the method of claim 65 wherein the at 
least one portion of the sequence is selected from the group consisting 
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XXXIX. 



XXXX. 



XXXXI. 



XXXXIl. 



XXXXIIl 



of 109-119, 58-145, 109-145 (see claim 18), classified in class 514, 
subclass 2; class 424, subclass 188.1. 

Claims 65, 66 (in part) drawn to the method of claim 65 wherein the at 
least one portion of the sequence is selected from the group consisting 
of . . . 7-40 (see claim 18), classified in class 514, subclass 2. 
Claims 68-70 drawn to a method of treating or preventing a condition 
consisting of HIV infection, cancer, wasting, and hematopoetic 
deficiency, classified in class 514, subclass 2; class 424, subclass 
188.1. 

Claims 71-73 drawn to a second method of treating or preventing a 
condition consisting of HIV infection, cancer, wasting, and 
hematopoetic deficiency, classified in class 514, subclass 2. 
Claim 74 drawn to a method of screening a preparation comprising 
hCG or p-hCG or a fraction of an hCG or p-hCG preparation ... for at 
least one therapeutic effect selected from the group of HIV infection, 
wasting, and hematopoetic deficiency, classified in class 514, 



cancer, 



subclass 2; class 424, subclass 188.1 



Claims 75 (in part) drawn to a pharmaceutical composition wherein a 
therapeutically effective amount of a purified protein or peptide 
comprising an amino acid sequence consisting of a sequence selected 
from the group consisting of . . . 41-54, 45-54, 47-53, 45-57, 41-53, 42 
53, 43-53, 44-53, 44-57, 45-53, 46-53, 45-54, 45-55, 45-56, 45-58, 47 
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XXXXIV. 



XXXXV. 



XXXXVl. 



XXXXVII-LIV, 



54, 47-56, 47-58, 48-56 (see claim 18), classified in class 514, subclass 
2; class 424, subclass 499. 

Claims 75 (in part) drawn to a pharmaceutical composition wherein a 
therapeutically effective amount of a purified protein or peptide 
comprising an amino acid sequence consisting of a sequence selected 
from the group consisting of . . . 46-65 (see claim 1 8). classified in 
class 514, subclass 2; class 424, subclass 499. 
Claims 75 (in part) drawn to a pharmaceutical composition wherein a 
therapeutically effective amount of a purified protein or peptide 
comprising an amino acid sequence consisting of a sequence selected 
fromthe group consisting of... 109-119, 58-145, 109-145 (see claim 
18), classified in class 514, subclass 2; class 424, subclass 499. 
Claims 75 (in part) drawn to a pharmaceutical composition wherein a 
therapeutically effective amount of a purified protein or peptide 
comprising an amino acid sequence consisting of a sequence selected 
from the group consisting of . . . 7-40 (see claim 1 8), classified in class 
514, subclass 2; class 424, subclass 499. 

Claims 76-83 drawn to pharmaceutical compositions comprising the 
protein or peptide of claim 76 (Group XXXXVII), claim 77 (Group 
XXXXVIII), claim 78 (Group XXXXIX), claim 79 (Group L), claim 
80 (Group LI), claim 81 (Group LII), claim 82 (Group LIll), claim 83 
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499. 



The inventions are 



distinct, each from the other because of the following reasons; 



5 Glain, 1 link(s) groups I-IV^ The resuicion requirement among the linked groups is 
.b,ect to the nonallowance of the linking c,aim(s). claim 1. Upon the allowance of the linkmg 
c>a,m(s) the restrrctron requirement as to the hnked groups shall be withdrawn and any claim(s, 
depending from or otherwise rncluding all the limitations of the allowable link.ng claim(s) wl. 
be entitled to examination in the instant appltcation^ Applicant(s) are advised that if any such 
claim(s) dependmg from or including all the l.m.tations of the allowable Unkrng c,a,m(s) .s/are 
p„se„.ed in a contmua.ion or drvisiona, applieafon, the claims of the continuation or divisronal 
applicatron may be subject to provisronal statutory and/or nonstatutory double patentmg 
ejections over the claims of the instant application. Where a restriction requ.rement rs 
withdrawn, the provrsrons of 35 u s e, 121 are no longer applicable, Z,eg/eM4 F,2d 
,211. ,215. nOUSPQ 129. 13,-32 (CCPA 1971). See also MPEP § 804,01. 

e cairn 12 l,nk(s) groups V-VU. The restrrction requrremem among the Imked groups ,s 
subject to the nonallowance of the Unking cla,m(s). Cairn 12, Upon the allowance of the Unking 
claim(s) the restrrCon requirement as to the hnked groups shaU be withdrawn and any claim(s) 
depending from or otherwise including a« the Umitations of the allowable link.ng claim(s) w,ll 
,e entUled to examinatron in the instant appUcation, Apphoant(s) are advised that if any such 
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claim(s) depending from or including all Ae Umitations of .he allowable linking claim(s) is/are 
presented in a continuation or divisional application, the claims of the continuation or divisional 
application may be subject to provisional statutory and/or nonstatutory double patenting 
rejecttons over the claims of the instant application. Where a restricfon requiremew is 
-withdrawn, the provisions of 35 u s e. 121 are no longer applicable. Inre Ziegkr.UJ U 
1211, 1215. nOUSPQ 129, 131-32 (CCPA 1971). See also MPEP § 804 01 

7, Claim 1 5 link(s) groups IX-Hl. The restriction requiremeM among the linked groups is 
subject to the nonallowance of the linkmg ciaim(s). clatm 1 5. Upon the allowance of the linking 
claim(s), the restriction requirement as to the linked groups shall be withdrawn and any claim(s) 
depending from or otherwise including all the limitations of the allowable Unking clain,(s) w,ll 
be entitled to examination in tite instant appUcation. Applicant(s) are advised that if an, such 
- claim(s) depending from or tncluding all the limitations of the allowable linking claim(s) rs/are 
presented ,n a continuation or divsional applicatton, the claims of the conUnuation or divisional 
application may be subject to provisional statutory and/or nonstatutory double patenting 
rejections over the claims of the instant apphcation. Where a restriction requirement is 

T T <; r 121 are no longer applicable. In re Ziegler, 44 F.2d 
withdrawn, the provisions of 35 U.b.L. izi are no luiigci aw 

1211, 1215, 170USPQ 129, 131-32 (CCPA1971). See also MPEP § 804.01. 



8, Claim 22 Hnk(s) groups XIV-XVIl. The restriction requirement among the linked groups 
is subject to the nonallowance of the Unking claim(s), claim 22. Upon the allowance of the 



linking claim(s), the restriction 



requirement as to the linked groups shall be withdrawn and any 





any 
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claim(s) depending from or otherwise including all the limitations of the allowable linking 
claim(s) will be entitled to examination in the instant application. Applicant(s) are advised that if 

such claim(s) depending from or including all the Umitations of the allowable linking 
claim(s) is/are presented in a continuation or divisional application, the claims of the 
continuation or divisional application may be subject to provisional statuto^^ and/or nonstatutory 
double patenting rejections over the claims of the instant application. Where a restriction 
requirement IS withdrawn, the provisions of 35 U.S.C. 121 are no longer applicable. Inre 
Z/.g/er,44F.2dl211, 1215, 170USPQ 129, 131-32 (CCPA 1971). See also MPEP § 804.01. 

9. Claim 50 link(s) groups XXV-XXVU. The restriction requirement among the linked 
groups is subject to the nonallowance of the Unking claim(s), claim 50. Upon the allowance of 
the linking claim(s), the restriction requirement as to the linked groups shall be withdrawn and 
any claim(s) depending from or otherwise including all the limitations of the allowable hnking 
claim(s) will be entitled to examination in the instant application. AppHcant(s) are advised that if 
any such claim(s) depending from or including all the limitations of the allowable Unking 
.claim(s) is/are presented in a continuation or divisional application, the claims of the 
continuation or divisional application may be subject to provisional statutory and/or nonstatutory 
double patenting rejections over the claims of the instant application. Where a restriction 
requirement is withdrawn, the provisions of 35 U.S.C. 121 are no longer applicable. /. re 
Ziegler, 44 F.2d 1211, 1215, 170 USPQ 129. 131-32 (CCPA 1971). See also MPEP § 804.01. 
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10. Claim 57 link(s) groups XXIX-XXXI. The restriction requirement among the linked 
groups is subject to the nonallowance of the linking claim(s), claim 57, Upon the allowance of 
the linking claim(s), the restriction requirement as to the Unked groups shall be withdrawn and 
any claim(s) depending from or otherwise including all the Umitations of the allowable linking 
claim(s) will be entitled to examination in the instant application. Applicant(s) are advised that if 
any such claim(s) depending from or including all the limitations of the allowable linking 
claim(s) is/are presented in a continuation or divisional application, the claims of the 
continuation or divisional application may be subject to provisional statutory and/or nonstatutory 
double patenting rejections over the claims of the instant application. Where a restriction 
requirement is withdrawn, the provisions of 35 U.S.C. 121 are no longer applicable. In re 
Ziegler, .44 F.2d 1211, 1215, 170 USPQ 129, 131-32 (CCPA 1971). See also MPEP § 804.01. 



1 1 Claim 59 link(s) groups XXXH-XXXV. The restriction requirement among the linked 
groups is subject to the nonallowance of the Unking claim(s), claim 59. Upon the allowance of 
the linking claim(s), the restriction requirement as to the linked groups shall be withdrawn and 
any claim(s) depending from or otherwise including all the limitations of the allowable Unking 
claim(s) will be entitled to examination in the instant application. AppUcant(s) are advised that if 
any such claim(s) depending from or including all the limitations of the allowable linking 

claim(s)-is/are presented in a continuation or divisional application, the claims of the 
■ continuation or divisional application may be subject to provisional statutory and/or nonstatutory 

double patenting rejections over the claims of the instant application. Where a restriction 
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requirement is withdrawn, the provisions of 35 U.S.C. 121 are no longer applicable. In re 
Ziegler, 44 F.2d 1211, 1215, 170USPQ 129, 131-32 (CCPA 1971). See also MPEP § 804,01. 



12. 



Claim 65 link(s) groups XXXVl-XXXIX. The restriction requirement among the linked 
groups is subject to the nonallowance of the linking claim(s), claim 65. Upon the allowance of 
the linking claim(s), the restriction requirement as to the linked groups shall be withdrawn and 
any claim(s) depending from or otherwise including all the limitations of the allowable linking 
claim(s) will be entitled to examination in the instant application. Applicant(s) are advised that if 
any such claim(s) dependmg from or including all the limitations of the allowable Unking 
claim(s) is/are presented in a continuation or divisional application, the claims of the 
continuation or divisional application may be subject to provisional statutory and/or nonstatutory 
double patenting rejections over the claims of the instant application. Where a restriction 
requirement is withdrawn, the provisions of 35 U.S.C. 121 are no longer applicable. In re 
Ziegler, 44 F.2d 121 1, 1215, 170 USPQ 129, 131-32 (CCPA 1971). See also MPEP § 804.01. 



'13. Groups 1-XXn represent patentably distinct products. Groups I-XXII represent separate 
and patentably distinct products because they differ in respect to their properties, their use and 
the synthetic methodology for making them. For example, the sequences in Groups I and IV do 
not overlap at all. Furthermore, the rest of the Groups are also structurally distinct with different 
physical and chemical properties. In addition, art anticipating or rendering obvious each Group 
e., Groups I-XXII would not render obvious another group, because they are drawn to different 



1 



inventions 



that have different distinguishing features and/or characteristics. Each group will 
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support separate patents^ Consequently. Groups I-XXII have different issues regarding 
patentability and enablement and represent patentably distina subject matter. 

t 

,4, Groups XXIV-XXXXII represent patentably distinct methods. The methods are different 
because they use drfferen. steps, require differem reagents and/or «ill produce different resuUs. 
For example. Group XXIV represents a method for producing a composition whereas Group 

XXXXI represents a method of treating or preventing a condtion consisting of HIV infection, 
cancer, wasting, and hematopoetic deficiency. These methods require drfferen, reagents and/or 
method steps and would produce different resuUs. Consequently, examining Groups XXIV- 

XXXXII together will require searching different reagents, different method steps, and drfferent 
products, which in most cases will fall under many different US classification numbers. 

' Therefore searching Groups XXIV-XXXXII together would represent an undue search burden 
in addition, ar, anticipafing or rendenng obvious each Group i.e.. Groups XXIV-XXXXII would 
no, render obvious another group, because they are drawn to drfferem inventions that have 
differem distinguishing features and/or characteristics (a demonstrated ability to produce a 
composition does not render obvious an abilrty ,o treat an HIV mfection). Each group will 

1 vvTV VYYXTT have different issues regarding 

support separate patents. Consequently, Groups XXIV-XXXXII have 

patentability and enablement and represent patentably distinct subject matter. 



15. Groups XXni and XXXXIII-LIV represent patentably distinct compositions. Groups 
XXIIl and XXXXIII-LIV represent separate and patentably distinct products because they differ 
in respect to their properties, their use and the synthetic methodology for making them. For 
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exa 



mple Group XXXXVIII requires the use and production of cyclic peptides that Group 



XXXXVII does not require. Likewise the other Groups require different reagents that render 
each Group patentably distinct. In addition, art anticipating or rendering obvious each Group 
i.e., Groups XXffl and XXXXIII-LIV would not render obvious another group, because they are 
drawn to different inventions that have different distinguishing features and/or characteristics. 
Each group will support separate patents. Consequently, Groups XXIII and XXXXIII-LIV have 
different issues regarding patentability and enablement and represent patentably distinct subject 
matter. 

"16. These inventions have acquired a separate status in the art as shown by their different 
classification and/or divergent subject matter. The different methods and products would require 
completely different searches in both the patent and non-patent databases, and there is no 
expectation that the searches would be coextensive. Therefore, this does create an undue search 



burden, and restriction for examination purposes as indicated is proper. 



1 7. This application contains claims directed to patentably distinct species of the claimed 
invention for Groups I-IV. Election is required as follows. 



18, If applicant elects any one of the Groups outlined above, applicant is required to elect 
from the following patentably distinct species. 
Species of protein or peptide 

Applicant must elect for the purposes of search, a single species of protem or peptide 
wherein the sequence of said protein or peptide is provided including any non-classical 
amino acids and/or D-amino acids, N-acetylation or C-terminal amide groups, along with 



g 





19. 
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any branched or circularized archi.ec.ure. Applican. mus. also indica.e which clain,. 
Z onV single elec.ed species of protem or pep.,de. 

The species are dis.inc, each ftom *e o.her. because .heir s.ruc.ures and modes of aCon 

.hey are made. For differen. species of me.hod, .he nre*od s.eps for each species would differ. 
Moreover, .he above species can be separarely class.fred. Conse,ue„.,y, .he species have 
different issues regarding pa.en,abin.y and represen, pa.en.ably d,s.inc. subjec. n>a..er 
Therefore, .his does crea.e an undue search burden, and elecUon for exan,ina.ion purposes as 

indicated is proper. 

20 Applicam is required under 35 U.S.C. 121 .0 elec. a smgle disclosed species for 
prosecute on .he n,eri.s .0 which .he claims shall be res.ric.ed if no generic darn, is finally 

- held to be allowable. 

„ Appiican, is advised .ha. a reply .o .h.s requirenren. .nus. include an ide„.f.ca.ion of .he 
species .ha. is eleCed consonan. w..h .his requirenren., and a Hs..ng of al, Cairns readable 
.hereon, .nclud.ng any Cairns subsequen.ly added. An argu^en. .ha. a Car. is allowable or .ha. 



all claims are generic 



ic is considered nonresponsive unless accompanied by an eleCon. 



22 Upon .he allowance of a generrc Cainr, appUcan. will be en.i.led .0 consideraUon of 
n.„a.ions of an allowed generic Cain, as provided by 37 CFR 1 . M i . If Carms are added after 
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• A- .f. .Mch are readable upon the elected species. MPEP § 
. the election, applicant must mdicate which are reaaao v 
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809.02(a). 



33 Should applican. .averse „„ .he ground .ha. .he species are no, pa.en.ah,y dis.,„c., 

„am,„er finds one of.he — s unpa.en.ah,e over .he prror a«. .he evrdence or adnrissron 

• • ^or^«;TT«;r 103(a) of the other invention, 
may be ased in a rejection under 35 U.b.C. lu^w 



24 



Apphcan. is advised .ha. .he reply .0 .his re<,uirenren. .0 he co.ple.e ™s. include an 
elecon of .he rnven.ion .0 be examined even .hough .he re^urremen. be .raversed (37 CFR 
,43). Because .he above res.ric.;o^eleCion re^uire^en. is complex, a .elephone cal, .0 
applicants .0 re,„es. an oral eleCicn was no. made. See MPEP § SU.Ol . 

,5 Apphcan. .s reminded Ura. upon cancella.,on of cl.ms .0 a non-eleCed mvenUon, U.e 
,„ven.orsh,p mns. be amended in compUance ...h 37 CFR l ,4,(b) if one or more of Ure 

Any amendmen. of inven.orsK,p mus. be accompamed by a pe.i.ion under 37 CFK 

1.48(b) and by the fee required under 37 CFR l.n(i). 



Apphcan. is also remrnded .ha. a 1 - mon.h (no. less .han 30 days, sheened s.a.u.ory 
perrod wrll be se. for response when a wr,..en rc,u.reme„. ,s made wi.hou. an aCion on .he 
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.e„.» «s period ^ay be ex.e„.e<i under *e prov,s,ons of 37 CPR U,6(a), Sue. acion wrU 

809.02(a). 



Any inquiry concerning this 



Conclusion 

communication or earlier communications from the 
examiner s.ould be direcred .0 5o„ D Epperson wbose .e,ephone nu.ber ,s (703) 30S-.4.3 T.e 
examiner can normaliy be reached Monday througi, Friday from 8:30 a n,, to 4:30 p.n,,. 

,f attempts to reach the examiner by telephone are unsuccessful, the exammer's 
supervisor. Joseph McKane, can be reached on (703) 30S.4537. The fax phone numbers for the 
organi^tron where this apphcatron or proceedrn, is assigned are (703) S72-9305 for regular 

'. • A nr\i\ 879 Q107 for After Final communications, 
communications and (703) 872-yJU/ lor /^nc 

■ Any inquiry of a genera, nature or relating tothe status of thts appl.cation or proceed.ng 

should be directed to the receptionist whose telephone number is (703) 308-2439. 



Jon D. Epperson, Ph.D. 
August 26, 2002 



BENNETT CELSA 
PRIMARY EXAMINER 
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